Beftie 


—Original Message— 

From; Diane 11^^lf^ fmiilit6;drmouM<Sattqiobai.nett 
Sent: Tuesday, June 25,2002 10:25 AM 
To: Bettie.LNelson@pmusa.com 

Subject: FW: [FW: SAS TRANSPORT FILE] 

Importance: High 


dear Bettie 

the file opened fine when 1 changed the extension from .dat to .xpt. 

Here are the variables and the associated questions. 

RACE 

NUMCSGS <-1 want to check that this is per day? 
howfardown <- this is ok. some marked as up to 3M th , some up to 
filter and 

some with nothing - what do you want done with missing data here? 

SUBJJD 

VISIT 

COLDATE 

COLTIME 

SUM„NIC <- this is nicotine levels I think, please confirm, 
also, what are 
the units? 

COHB <- what are the units? 

AGE 

HEIGHT 

WEIGHT <- is this in kg? 

GENDER 

NAME OF FORMER VARIABLE <- labelled as Smoker or Non-smoker (based on 
NUMCIGS?) 

ETSJExposure <- what is this? what are the units? 

FIELD_03 <- labelled as ‘Preferred' - what is this? what is 
this, what are 
the units? 

Ser_Create <- units? 
biilirubin <- units? 

AST <- units? 

ALT <- units? 

FIELDJ32 <- labelled as FEV1 , units? 

CYP1A2 <- units? as Ki? 

thanks 

Diane 


PM3006378139 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 



Bettie 


—Original Message-— 

From: Diane R ifioiM Tmafl!o;Birm6iLd 

Sent: Tuesday, June 25, 2002 12:13 PM 

To: Bettie.LNelson@omusa.com 
Subject: RE: [FW: SAS TRANSPORT FILE] 


dear Bettie 

the missing howfardown and numcigs seem to be limited to nonsmokers, there 
are some nonsmokers that are listed as EXPOSED -1 assume that this means 
that they were in a 'passive smoking situation’ - is that correct? 

also is there any way to get the brand or type of cigarette that 
the smokers 

had used prior to study entry as well as the type of cigarette that they 
were given during the study? You indicated that there were several smokers 
who had been on Marlboro lights and were randomized to different types 
during this ACCORD study 

thanks 

Diane 


Sent: Tuesday, June 25, 2002 11 ;36 AM 

To: drmould@attalobal.net 

Subject: RE: [FW: SAS TRANSPORT FILE] 


Dear Diane, 

I’m glad that you were able to open the file. 

All units will be on the files(s) that are sent to you. All of the 
variables 

will be defined as well. I wanted you to be able to receive the 
file and be 

able to read it and determine whether the format is usable. 

The sum_r>ig is a variable of the nicotine equivalents. The ‘name of former 
variable’ indicates the smoking status as determined by responses to 
questions. 

On the ‘howfardown’ variable, I am not certain why they are missing. Are 
they missing only for the nonsmokers? 

Hopefully today I will receive an updated file for the TES data that I can 
send to you. 

Best regards, 


PM3006378140 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 






Nelson, Bettie L 

From: Nelson, Bettie L 

Sent: Tuesday, June 25, 2002 3:20 PM 

To: ’Diane R Mould’ 

Subject: RE: [FW: SAS TRANSPORT FILE] 



TESExt 


Dear Diane, 

Attached is the data file that I received from Covance. 1 have included labels with the variables 
along with the units. The variable ‘ETS’ refers to nonsmokers and their exposure to ETS. Of 
importance are the nonsmokers responses and for our purposes I have only included the data for 
the nonsmokers. I see that there are missing data for some of the nonsmokers, however. I will try 
to determine why these are missing. 

Please let me know whether this format is what you need in order to facilitate the modeling. If it is 
not, please let me know how it needs to be reshaped in order to provide you with what you need 
in a timely manner so that we can get the simulation results back as soon as possible to feed into 
the study plan, if possible. 

Best regards, 

Bettie 


—Original 

Message— 

From: 

Diane R Mould rmailto:drmould@attalobaI.net1 

Sent: 

Tuesday, June 25,2002 1:44 PM 

To: 

Bettie.LNelson@Dmusa.com 

Subject: 

RE: [FW: SAS TRANSPORT FILE] 

Dear Bettie 



I noticed that there are some NONSMOKERS who are listed as EXPOSED (I assume that this 
means that they were randomized to ETS?) but there is no corresponding NUMCIGS and 
HOWFAR data, are these data items available? 

thanks 

Diane 

-Original Message- 

From: Bettle.L.Nelson@pmusa.com rmaHto:Bettlo.L.Nolson@pmusa.cornT 

Sent: Tuesday, June 25, 2002 12:56 PM 

To: drmould@attQlobal.net 

Subject: RE: [FW: SAS TRANSPORT FILE] 


Dear Diane, 

Nonexposed for the nonsmokers mean that there were not exposed to ETS. 
I will try to see if the post randomized treatment group can be included. 

Best regards. 


PM3006378141 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 



On the ‘howfardown’ variable, I am not certain why they are missing. Are 
they missing only for the nonsmokers? 

Hopefully today I will receive an updated file for the TES data that I can 
send to you. 

Best regards, 

Betiie 


—-Original Message—— 

From: Diane R Mould rmailto:drmouldk.5attalobal.netf 

Sent: Tuesday, June 25, 2002 10:25 AM 

To: Bettie.LNelson@pmusa.com 
Subject: FW: (FW: SAS TRANS PORT FILE] 

Importance: High 


dear Bettie 

the file opened fine when I changed the extension from .dat to .xpt. 

Here are the variables and the associated questions. 

RACE 

NUMCIGS <-1 want to check that this is per day? 
howfardown <- this is ok. some marked as up to 3/4 lh , some up to 
filter and 

some with nothing - what do you want done with missing data here? 

SUBJJD 

VISIT 

COLDATE 

COLTIME 

SUM_NIC <- this is nicotine levels I think, please confirm, also, what are 
the units? 

COHB <- what are the units? 

AGE 

HEIGHT 

WEIGHT <-is this in kg? 

GENDER 

NAME OF FORMER VARIABLE <- labelled as Smoker or Non-smoker (based on 
NUMCIGS?) 

ETS_Exposure <- what is this? what are the units? 

FiELD_G3 <- labelled as ‘Preferred’ - what is this? what is this, what are 
the units? 

Ser_Create <- units? 
billirubin <- units? 

AST <- units? 

ALT <- units? 

FIELD_02 <- labelled as FEV1, units? 

CYP1A2 <- units? as Ki? 

thanks 

Diane 


PM3006378142 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 






ifs ^--^ sate ga w l . !ix--y!^.-.-- ..■■■■ • •■ t— *• —- i*-** 

Nelson, Bettio L. 

From: Nelson, Bettie L 

Sent: Tuesday, June 25,2002 12:56 PM 

To: ’Diane R Mould’ 

Subject: RE: [FW: SA$ TRANSPORT FILE] 

Dear Diane, 

Nonexposed for the nonsmokers mean that there were not exposed to ETS. 
1 will try to see if the post randomized treatment group can be included. 

Best regards, 

Bettie 

—Original Message— 

From: Diane R Moui^ TmaiBoidrmouldccSattolobal.netl " 'TT**” 

Sent: Tuesday, June 25,2002 12:13 PM 

To: Bettie.L.Nelson@pmusa.com 

Subject: RE: [FW: SAS TRANSPORT FILE] 


dear Bettie 

the missing howfardown and numcigs seem to be limited to nonsmokers, there are some 
nonsmokers that are listed as EXPOSED - 1 assume that this means that they were in a ‘passive 
smoking situation’ - is that correct? 

also is there any way to get the brand or type of cigarette that the smokers 

had used prior to study entry as well as the type of cigarette that they 

were given during the study? You indicated that there were several smokers 

who had been on Marlboro lights and were randomized to different types 

during this ACCORD study 

thanks 

Diane 


-Original Message— 

From; BeUie.L.Nefson@pmusa.com ['mailto:BfetUc.L.NersQn@pmusa.com1 

Sent; Tuesday, June 25,2002 11:36 AM 

To: drmould@attalobal.net 

Subject: RE: [FW: SAS TRANSPORT FILE] 


Dear Diane, 

I’m glad that you were able to open the file. 

Alf units will be on the files(s) that are sent to you. All of the 
variables 

will be defined as well. I wanted you to be able to receive the file and be 
able to read it and determine whether the format is usable. 

The sumjiig is a variable of the nicotine equivalents. The ‘name of former 
variable’ indicates the smoking status as determined by responses to 
questions. 


PM3006378143 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 




FIELD_03 <- labelled as ‘Preferred’ - what is this? what is this, what are 
the units? 

Ser_Create <- units? 
billirubin <- units? 

AST <- units? 

ALT <- units? 

FIELD_02 <- labelled as FEVl, units? 

CYP1A2<- units? as Ki? 

thanks 

Diane 


PM3006378144 


Source: https://www.industrydocuments.ucsf.edu/docs/rrkj0001 



